* ¥

COMMISSION OF THE EUROPEAN COMMUNITIES

*
b 3T% 4

Brussels, 09.03.1998
COM(1998) 160 final

Proposal for a

COUNCIL DECISION

on the prohibition of the use of material presenting risks as regards transmissible

spongiform encephalopathies and repealing Decision 97/534/EC

(presented by the Commission)


Barbara
Rectangle

Barbara
Sticky Note
Completed set by Barbara

Barbara
Rectangle

Barbara
Sticky Note
Completed set by Barbara


T st ST
: : i

.i mternatronal des Eprzootles (OIE) in 1997

.EXPLANATORY MEMORANDUM .

1. 'The decision rcplaccs C ommrsslon Deusron ‘)7/534/EC laymg, down the rulcs on

~

the prohrbruon of the use ol malcrldl presenting rrsks as rc;,ards transmissible

spongiform cnccplmlopallucs (SRM) It amends its provisions in respect ol the

following points :.

.- The llSl ol SRM is cnlarged in dccordancc wrth the opmlon of the Scientific
Steermg> Commlttee (SSC) ol 9 December 1997 Thls llst will apply as from 1 July
1998.

- - 'The Declsion allows Member States and Third countries with regard to’their °

ckports to the Community to ask for a total or partial derogation from the SRM ban

in the lrz,ht of thcrr geographical risk. The lollowm;, procedure applies :

‘ Mcmbcr Slalcs rcqucslmfD a dcrog,allon must submll the data necessary 10 allow
- asscssment of lhur gcobmphlcal BSl rlsk until 30. lunc 1998 at ihe lalcsl For these )

: Mcmbcr States, lhc entry . lnto lorcc of the cnlarged (‘ommumty SRM Irsl will bc :

suspcndcd until ’ll December 1998 in order to allow for the screntrﬁc assesément and

~the subscquent: deuslon making. However, Member Stalcs with BSE cases in their

cattlc populatron have to- apply SRM removal rules on the basis of a shorter list.

: However thlS list cannot be shorter than the llst recommended by ‘the Ofﬁce '

L

Third countries will also be invited to submit the necessary datd\ in the same time. .
scalc lmports from third countrres,_whrch have followed this 1nv1tat10n (except
Switzerland which has nallvc BSE caqes) wrll be cxempted lrom the rcqulrcmcnl of
SRM removal unul "ll l)cccmbcr l‘)‘)8 For lmporls from Swrl/crland lhc 1997 ()ll

Ilst of SRM will apply until this datc

- An c)iemption.for Member“States'- applying a compulsory single carcass test for
bovines abové a certain age is introduced in the Decision. As a precondition such

tests must be approved by the Commission after validation will have been carried
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out. A derogation for relevant products derived from tested carcasses to be imported

from third countries is also foreseen.

- A derogation for the use of SRM in certain products covered by sectoral

legislation, e.g. medicinal and cosmetic products, and.industrial products is foreseen.

2. This decision is.in accbrdancewith the advice given by the SSC on 9 December
1997 and imp_roves consumer safety while avoiding unjustified trade, economic and
technical conscquences. In addition it allows for taking into account future scientific

- advice and for respecting WTO notification requirements.

. 3. This decision will be combined with the reinforced implementation of existing
measures for minimising the BSE risk and improved surveillance (see separate draft

decision on epidemio-surveillance for TSE and amending Decision 94/474/EC).

In the ‘Standing Vetermary (,ommlltee meetmb of 4 March Greece Spam and
| Sweden supported the proposal. The thherlands voted against the proposal because
- they. feel TSEs are,drseases' for which regionalisation is 1mp03_snble‘ in principle. The
United Kingdom, Frzrnee; Luxembourg, Portugal’ and Belgium are against
regionalisation  before the criteriahave been harmonised, but could accept
rcgionulisatiorr in future. Belgium, Denmark, Germany, Ireland, Italy, ‘Austria and
Finland are against the propdSal because of the enlarged. iist' of SRMs, which they
‘consider unscientific an_d-which'f_wvould automatically come into ferce on 1 January

- 1999, in the absence of a CommisSion decision.
* The ~Commission not havm;, -received .a favourable opmlon from the Standing-

Veterinary Commlttce is requrred under Article I7 of Drrectrve 89/662 to submit a

porposal lo the Counul w:thout delay. -
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 PROPOSAL fora . R
on thc prohlbmon ol thc usc ot materlal prcbentm;, rlsks as ret,ards transmnssnble

spong,liorm cnccphalopathles and rcpealmg Dec1s1on 97/534/EC

THE COUNCIL OF THE EUROPEAN UNION,
Hav_ing regard to theT reaty establishing the Earopea_n Coi‘mr'mn'i_ty,i o

"Having regard“to Council Directive 89/662/EEC of 11 December 1989 concerning =~
_vetermary checks m mtra—(,ommumty trade w1th a v1ew to the. completlon of the
‘ mtcrnal markcl as last amcndcd by Dlrecth ‘)2/ 1 lS/LLC and in partlcular Artlclc 9.
4) lhcrcol ' |

I Iavmg rcg,ard o C ounul l)lrccuvc 90/425/[* bC of 26 June 199() concernm;a veterinary
and /ootcchmcal checks appllcablc in mtra-Commumty trade in certain live ammals‘ '
and products w1th a v1ew to the completlon of the mtemal market as last amended by
Dlrectlvc 92/ 1 18/EEC and in partlcular Artlcle 10(4) thereof L

' Havm;:, reg,ard to Councnl Dlrectlve 90/675/EEC of lO December 1990 laying down the -
_prmclples g,ovemmg the orgamzatlon of vetermary checks on products entermg the
Commumty from thlrd countrles as last amended by Dlrectlve 96/43/EC and m'

-t

partlcular Article 19 thcreot

Having regard.thé prdpdsat of the Commission, ‘

' OJN01.395,30.12.1989,p.13. -
*'OINo L. 62, 15.3.1993, p. 49. -
*-0J No L. 224, 18.8.1990, p. 29:

- OINo L 373,31.12.1990, p. |.
*OINoL 162, 1.7.1996,p. I.
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(2)

3):

© measures t0 protect agalnst bovine sponglform encephalopathy ‘as amended by

Whereas under. D'irective 89/662/EEC and Directive 90/425/EEC, the Member
State of origin or dispatch is required to implement-on its territory the appropriate
measures to prevent all situations likely to constitute a serious hazard to animals

or to human healfh;

Whereas niew information _nas been publiehcd in the United Kingdom further
snpporting the hypdlhesis that exposure to the bovine spongiform
encephul()p_aih)'; (BSE) ageri_l is linked (o the new variant of Creutzfeldt Jacob
l).isensc (C.ID)'in hnmans; whereas on 16 September 1997 the Spongiform .
Encephalopathy AdviSory Committee (SEAC) of the United Kingddm

concluded -that recent research provided compelling new evidence that the

agent which causes BSE is identical to the agent which causes the new variant "

_of CJD in humans; whereas on 18 September 1997 the Advisory Committee on

Dangereus Pathdgené (A'CD‘P) concluded that the BSE agent should now be

classified as a human pathogen;

'Whereas Cdmniiss'ion- Decision .94/~381/E‘C of 27" June 1994 conceming certain

protection measures with: regard to bovine spongiform eric_ephaldpathy and the

feeding of mammalian derived protein" as amended by Decision 95/60/EC”;

: prohlblted the leedmg, of mammahan protem to ruminants throughout the-

anmumty,

Whereas Commission De'eision ‘96/239/EC of 27 March 1996 on emergency .

Decision 96/362/EC9 was adopted pendmg further evaluatlon of the new

mfonnatxon and further measures to protect animal and publlc health

"OINoL172,7.7.1994,p.23.
7 OJNo 1,55, 11.3.1995, p. 43,

* OJ No'L 78, 28.3.1996, p. 47.

? OJNo L 139, 12.6.1996, p. 17.
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@)

Whereas Commlssron Dec1sron 96/449/EC of 18 July 1996 on the approval of :

altcrnatlve heat treatment systems for proeessrng ammal waste with a view to the |

'nmctlvatron of spongltorm encephalopathy agents lays down the best avallable

mcthod lor processmg ammal waste as regards spongrform encephalopathy
agents; ‘ : ;

Whercas: a group of cxperts conyencd by WHO on 3 April, 1996 recommended

that no part or product ot any dnlmal whlch had shown slgns of a transmlssrblc‘

spongltorm cnccphalopathy (F SE) should enter any tood chain (human or

. ammal) and that countrles should not permrt tissues that are likely to contain the

BSE agent to enter any food chain- (human or animal); whereas the Scientific

Vetermary Commrttee has assessed the measures needed ‘in the whole

C ommumty in order to put the recommendatlons of that group of experts mto '

Cellect;

thrcas thc §ucnt|l|c Vetermary (,ommlttce has concluded on the basis ot its

risk assessment that thc rendering proccdurc usmg 133 C at 3 bdr for 20 mmutcs
s the most |mportant factor to assure the safety of meat-and bone meal, but that

thls system cannot completely guarantee the complete removal of a TSE agent

present 'in thc matcrlal to be rendered i the system is challenged with materlal
with‘high infectivity;. \ '

Whereas the Sc1ent1ﬁc Vetermary Comm1ttee in ‘its oplmon of 21 October 1996

' rccommended on the basrs of its nsk assessment that specrﬁed rnsk matenals :
dclmed as bram spmal cord and eyes from cattle sheep and goats over one year
of age and spleens from sheep and goats over srx months of age, should be .
rcmoved from all food and feed chams in countrles or reglons where a potential -+ -

. nsl\ is. ldcntll |cd and that |n thc casc ol Iallcn cattle. shccp and goats uthcr the .

spccllled rlsk matcrrals should be removed so that they do not enter any lood or o

‘feed cham"or the whole carcase should be destroyed

" OJNoL 184,24.7.19%,p.43. . .



) Wﬁcrcus on the basis _ul’(ﬁé advice of the Sc_icnétilic- Veterinary Committee of 21
October 1996, in u;:cnrdunéc with the risk assessment carricd out by that
Committee, the Commission addpted Decision 97/534/EC of 30 July 1997 on the |
prohibition of the use of material presenting risks as regards transmissible

spongiform encephalop:a\tl:tie:sI ! as amended by Decision 97/866/EC'2;'

(10) Whereas the Scientific Steéfing Committee (SSC) adopted an opinion on 9
December 1 997; whereas in this opinion the SSC suggested a new and enlarged
list of specilied risk materials and proposed ihal those materials should be -
excluded temporarily from human and animal consumption depending on the

geographical source;

(rn threas' in the light 61"thé new scientific advice it is'neces;sz}ry to amend the
list of spec‘iﬁé risk materials laid down in Decision 97/534/EC; whereas this -
list should apply as ftom 1 July 1998; whereas Member States and third
+ countries in so fér as concerns their exports to the Community should be
allowed to ask for a total or partial.dérogation from the ban»‘qn specified risk
“materials in the light of their geographical riSk;wﬁerea’s it is necessary to
cestablish a procedure for submission of the data necesséry to allow assessnlel;t
of thé gceruphical BSE fis]c; whereas hcnding such scicntific assessment and
Al'hc subscquent decision on the matter, the appl_iéati_on of the enlarged list of
‘spcci,f‘ied risk materialé should be suspénded until a date not later than 31
December 1998 whereas, however, Member States and third qountrics with
BSE cascs.'in their bovin_c animal population and currently applying the
" removal of risk materials should at least remove the materials recommended by
the World Orgénisafion »for"Animal-Health (Ofﬁce-'interna'tional-‘ des Epizooties;
OIE) in 1997; e B

" OJ N" 1216, 8.8.1997, p.95.
20J L 351,23.12.1997, p. 69..



(12)

thrcas Artlclc 3 2 13 12 ot thc Ammal llealth Lode ot the ()lL recommends

‘that bovme bram eyes spmal cord tonsrls thymus spleen and distal ileum

(tlssues under study) and protem products derlved from them from cattle over srx

i jfmonths of age orlgmatmg from countrres w1th a hlgh 1ncrdcnce of BSE should

\not be: traded between countnes whereas that Code recommends in the same

Artrcle that bovme bram eyes spmal cord and drstal 1leum (tlssues under study)

'and protun products dcnvcd trom thcm from cattlc over six months ol a;:,c

oru,matm;, lrom countrlcs wrth a low mctdencc of BSE, “‘which were born bclorc o

- -thc [ ccd ban was cﬁcctlvely enforced should not bc traded betwcen countrlcs

(13)

(14).

thrcas itis ncccssary lor practlcal and prccautlonary reasons to cxcludc the use

of spleens from ovme and caprme ammals 1rrespect1ve of age, and mechanlcally_ -

recovered meat: from the vertebral column of bovme ov1ne and capnne ammals

Whereas measures must be 1mplemented 1n order to protect rummants from -

. scraple pendlng, a proper epldemlologlcal evaluatlon of the 81tuat10n in the o

- Q ommunlty, v

(15)

(e

Whereas certain. Member States havc already excludcd cerlain material l'rbm 'the’

T lood and feed chams whcrcas lhc United Kml,dom has prohlbltcd tlssues in

addmon to thosc rccommcnded hy the. Sucnllllc Vctcrmary Commlttce

Whereas the United:Kingdorn is consldered tobea cOuntry ‘with'a hi gh~ incidence

of BSE whereas the tlssues 1ncluded on the list of specrﬁed bovme materials of

. thc Umted ng,dom are in- conforrmty w1th the list of the aforementloned Article ._

of the Ammal Health Code whereas therefore the Umted ngdom should be

“authotized to keep the ex1stmg natlonal measures in respect of the removal of

_ spccrfled bovme materlal in force
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Whereas a risk assessment based on. accepted scientific methodology may show

that thcrc isa sl;:mhcantly hnghcr risk of cxposu'rc of animals or humans to FQI 'S

Ccin certain- Member States; wht,reds lhose Mcmbcr States may take action in ‘A

(18)

(19)

rcspcct of the runoval of additional rlsk malcrlal from animals slaug,htered on

their temtory,

Whereas equivalent guarantees are required for imports- from third countries;

- whereas the situation as regards TSEs may vary between countries and the import

requirements may therefore be adapted to the particular situation of the countries

of origin or dispatch; :whereas.the import of 'speciﬁed, risk materials ‘s'hould be -

allowed only for the purposes for which their use in the Community is permitted;

threas the 20th Commissiorj Directive 97/1/EC of 10 January 1997 adapting to
technical progress Annexes 11, 11, VI and VI ol'.(,‘ounc_il Directive 76/768/L1:C

~“on_the approximation of* the laws of the Member States relating to cosmetic

(20)

: products” bans provisionally the’ marketing of cosmetic ~products containing B

bovine, ovine and caprme tlssues and fluids from the encephalon, the spinal cord

and the cyes, and the mg,redlents denved therefrom; whereas that Directive lS

being amended 1o take account‘ of the provisions of Dec1s1o_nj 97/534/EC;

Whereas the .marketing of medicinal products in the Community is régulated by.

.Council Direclivc 75/318/EEC of 20 May 1975 on the 'approximationfof the laWS '

of Member Statcs relatmg, to analytical, pharmaco—toxxcolo;_.,lcal and clinical -

‘ st mdards and pmtocols in respeet of the testing of proprlctary mcdlunal‘

pmducls as last. .lmcnded by Dircctive ‘)3/39/1 l(‘H and by (ounul Directive

}8I/852/Ll:(, of 28 beptember 1981 on the approxnmatlon of the laws of the
Member States relating to analytical, pharmaco-toxxcologwal and clinical

- standards and protocols in respect of the testing of vetermary med1c1nal

products ’, as last amended by Dll'eCthC 93/40/EECl7 whereas these Directives

" OJNo L 16, 18.1.1997, p. 85.
" 0OJNo L 147,9.6.1975, p. I.

" 0J1.214,24.8.1993,p.22. -

““ OJNoL317,6.11.1981,p. 16.
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(22)

| mcdmn;, of (ounul Dlrccllvc 90/385/[ EC

are being amended to take aCCOunt'ofthe' provisions of Decision 97/534/EC;

threas the amcndments to Dtrectrves 97/ I/[*C 75/318/FF 3C and. 8]/852/FEC
plowdc Ior lhc prolcctmn ol publlc health i in mspcct of lhc usc of spcullcd nsl\
I‘Ihllu‘ldl m cosmctlc und mcdlunal products placcd on thc nuukcl in the
¢ ommumty, whcrcus thcrclorc the lt,buhlll()n of lhcsc products may be -

excluded from lhc scopc of thls Decrslon whereas, however there remains a

“-need to allow lor derog,atlons for the productlon of : medicinal products and |

mcdlcal devnccs thelr startm;, materlals or mtermedrate products in those cases
where the competent authonty has determmed that no. satlsfactory altematrve

exists; whereas- the operatlon of any such derogatron w1ll be. regulated by

ﬂ(‘ommumty rulcs Iald down elsewhere

Whercas for in v1tro dlag,nostlc mcdlcal dcvnccs the use ol SRM should reinain

posslblc whcrc nccessary for thc correcl pertormance ot stich products

- whereas condltlons ol use ot specnﬁed rlsk materials mcludmf, re]ated time

schcdulcs should bc Iald down in thls l)ecmon lor medrcal dcwees within the

(18
', as last amended by ‘Directive

, _""V()X/l I (‘” and (,ounul l)lrcctlve 93/42/bE<L2({, whereas thosc condltlons _—

23

(24)

should not apply toin vrtro medrcal devrces

Whereas the 1 measures provrded for in thlS Decrsron w1l] further contnbute to the
safe sourcing, processmp and use of ruminant matenal for food feed medlcmal .

N

products medlcal devices and cosmetlc products

-~

Whereas there are no effectlve controls or tests whrch can determme whether or

not partlcular tlssucs have been used in the manutacturmg of products,, whereas :

l .thcrc(orc thosc tlssues should bc removed at. slaug,hterhouses and’ subsequently

dcstroycd whcrcas Mcmber States should also be authonsed to permit their

05 L 214, 24.8.1993, p. 31. -

- "™ OJNo L 189,20.7.1990, p. 17.
"?0J L 220, 30.8.1993, p. | '
2 0OJL 169, 12.7.1993, p.1.
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(25)

removal at cutting plants, high-risk prdccssing plants or premises referred to in
Atticle 7 of Council Directive 907667/13EC?, as last amended by Directive
92/118/LEC, and, as regards: vertebral columns, at the point of sale to the

consumer;

Whereas it is appropriate to provide for derogations to permit the use of

"~ materials covered by this Decision for teaching and research purposes, for the

(26)

27)

production of products for purposes other than human food, animal feed,
medicinal products or cosmetic products and for feeding fur animals, in addition
to the derogations referred o above in respeet ol medicinal products, medical

devices and cosmetic products;

Whereas inspections were carried out in the Member States in 1996 and 1997 10

cheek the implementation of Community measures on BSE; whereas the results

“of those inspections have revealed certain deficiencies, in particular in

surveillance and implementatibn'of the prohibition on use of mammalian protein

in ruminant feed; whereas further inspections are necessary; ‘

Whereas in view-of previous trade in certain products, in particular meat and

bone meal and live animals, the possible presence of 'TSE agents cannot be ruled

cout in any of the Member States; whereas {urther scientific evaluation is

(28).

(29)

neeessary before a final assessment of the regional risk of the presence of 151

agents can be made;

W'hereas this Decision will be reviewed in the light of new scientific information )
with regard to risk of exposure to TSEs resulting from infectivity in other animal

species, age categories, tissues or materials not covered by this Decision; -

‘Whereas the possibility exists that post-mortem tests for BSE may be

developed and validated; whereas it is appropriate to provide for the approval

of such tests to lay down rules for their use; whereas provision should be made

101 N°LL363, 27.12.1990, p.51
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(30)

el

32)

~ foran exemptron tor Member States applymg a compulsory sm&,le carcass test

lm Imvme anmmls ahnve a eerlam a;,e.

Whereas screntmc mvestrg_,atrons have mdrcated that stunmng or kl“ll’l& by

means of a g,ab mjected mto the eramal cavrty and plthmg may result in .

T ragmen[s of braln ussue cntering lhe ureulatron and lodgmg, in certam organs;

'_whereas this wuld present a risk to consumers. of those organs; whereasv

lheretore thOSe praeuees should be prohlbrted m areas ‘where there is a risk -

from BSI:; - 5 .

Whereas for reasons of transpareney Decision: 97/534/EC should be repealed and

. repldced by thrs Decrsron

L

Whereas the Sten&irrg ‘Veierihary'Co_mmiit:ee has not given a favourable opinion,

13- .



HAS ADOPTED THIS DECISION:

:Article 1

1. Tor the purposesbf this Decision the following definitions shall apply:
() "specificd risk material” shall mean: ‘
()  the skull, including the brain and dura mater, the pituitary

_gland, the eyes, the t‘onsi‘ls, the intésfines from the . duodenum
. to‘'the rectum, the vértébral column, including the do‘rsa] root
* ganglia, spinal cord and dura mater, of: |
--  bovine animals ag'ed over 12 months, _

-* _ .ovine and ‘capfiﬁt; animals which are aged over 12
months or have a permanent incisor tgoth crupted

through the gum;

(ii)  the spleens of ovine and caprine animals;
(b)  “native case of BSE” shall mean a case of BSE for which an

epidemiological investigation conducted by the competent éulhority

led to the conclusion that exposure of the affected animal to the agent- -

took place within the territory of the country concerned;

(¢) “pithing” shall mean the laceration after stunning of central nervous
tissue by means of an elongated rodshaped instrument introduced into

“the cranial cavity. -

2. Unless otherwise specified, any reference (o “specified risk material™ in this

Decision is a reference to the tissues specified in paragraph 1 (a), not to

products containing or derived from those tissues.

14
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. Article2

N

o Munhu Slalu. shall ensure lhdl the Iollowmg slaug,hter leehmques are not .

used alter 3() .lune 1998 on bovme ov1ne and caprme ammals whose meat 1s mtended

- for human or ammal consumptlon S o L

S , (a) stunnm;, by means ol a g,as 1njected into the cramal cavrty or k1llmg by

 that method
(b pithing.

‘2.‘ ’ l ‘he use of the vertebral oolumn ol bovme ovme and caprine ammals lor the -
‘ produetmn of meehameally ru,overed meal shall be prohlblted aﬂer 30 .lunc 1998. This

;shall not apply lo ammals whu.h are subjeeted toa test m accordcmce wrth Artrele 6.

;

Article3.

1. Member Slates shall ensure thal aller 'lO lune 1998 thc specrlled l‘l'»kd‘

N 7 materials lrom ammals Wthh died or. were slaughtered on therr terrltory are

removed under the dlreet supervrsron of an official of the competent authorlty and are

deslroyed in aeeordanee wrth /\rllelc 4.

2:.‘_ ‘ The specl_l'led.',rislg,'rnaterl_als' .sha,ll_‘be removed at slaughterhouses.—
3. By way ot derogatron from paragraph 2, Member States may allow theb

_ removal of: .
) (a) - 'speulled rlsk matenal at cuttmg, plants hlf,l’l rrsk processmg plants or
premlses relerred toin Artlcle 7 ot Dlrectxve 90/667/EFC 1hose |

Aestabhshments shall be approved for that purpose by the competent

o _authorlty,

15 -



(b) the vertebral column at the pomt of sale to the . ‘consumer on thur

temtory

4. . lhe ('ommlssmn may Lbldbllbh L()ndlllonb in pdrtlcular with rel,ard lo
eheeks in aeeordanee wnth the procedure laid down in Article 18 of Directive

8‘)/()()2/!1(‘ R o

5. By wey of defogatioh from paregraph 1 where bovine, ovine . or ’capr'me

animals - have dned or have been killed in the context of disease control measures,

thelr enure body may be destroyed by one of the methods referred to in Article 4 -

W1thout removal of the speelﬁed risk mater1als

Article 4 - I : -
- . i . g- '.' ‘A. . \> . . ’ . . . ; a2 ‘
= Specified risk material shall be stained with a dye immediately on removal. All

specificd risk material, ih_c_luding that obtaihed he:lbre'-ll July 1998, shall be destroyed: -

(a) by ineineration; of?'

b pl'ovided that the colour of the dye is detectable aﬁer processing, by
processing followed b‘y’: '

(i) incincration;

(i) .-burnihg as fuel; or,

(iii) another methiods which precludes all risk of transmission of a TSE,’

and is adthorized and sdperviﬂsed.by the eompetent authority.

16



A

CArticles . .

| Member States may derogate ﬁ'om the provrsxons of Artlcles 3 and 4 to allow._-‘ ;

the burmng, or bunal ot specrﬁed nsk matenal or cntlre bodles m the crrcumstances set

out m /\mclc 3(2) of Dlrectlve 90/667/EEC o

2, Mcmhcr Slalcs nmy dcrog,alc lrom lhc pmvnslons ol Alllclcs Jand 4 W allow

()

" the use of spcuhcd rlsk malcrlal

for the purposes of teaching or research in officially recognized
- establishments; '
(b): for feeding fur animals.
3. © Member States may dcrog:,alc lrom the provnslons of Arllclc 4 to .lIIow lhc use’

oI spcullcd rlsk maluml

(@)

: lor thc productron oi medlcmal products thelr startmg, malcrlalb or -

"Imtermedlate products subject to the prov1srons of Dlrectrves‘

- _ 75/3 18/EEC and 81/852/EEC

(©)

(b).

for the production of in-vitro diagnostic medical devices and of medical

deVices with‘in'bthe meaning of Directive. 93/42/EEC which are. nor
intended to come into direct conlact wrth patlents mcludmg therr

starting matcrmls or mtermedlalc products

for 1hc- p_roduclion oif'med_i_c'al devices within the meaning of: Directive »
90/385/EEC and of Directivc 93/42/EEC which are intended to como in

dlrect conlact w1th patlents mcludmg, thelr startmg, materials or

: 1ntermed1ate products further condltlons are. la1d down in Annex II;

~
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(d) for the production of cdsﬁaeﬁc produets, their starting materials or

intermediate  products, subject to the provisions. of Directive

T6/TOR/C

for the production of ﬁrodﬁi:ts other than those referred to in points (a)

(e) .
' 't'o (d) which are not intended for use in human food, animal feed or -
fertilisers.
\ Article6
I Member States may authorise, as an allcrnatiVe 1o the removal of specified

risk matcrials provided for in Articles 3 and 12 or by way of derogation from the

, pmhibilio'n laid down in Article 2 (2), the application of a post-slaughter test which

has been approved in accordance with Article 18 of Directive 89/662/EEC, provided

that at lcast:

(a)

(b)

()

tests are be carried out in the slaughterhouses on all bovine animals
aged over 12 months, and as appropriate, on all ovine and caprine

animals which are aged over 12 months or have a permanent incisor

~ tooth erupted through the gum; -

the spleens of ovine and caprine animals are removed and destroyed in

accordance with Article 4;

. .no bovine, ovine or caprine material leaves the slaughterhouse before

the results of the tests on all slaughtered animals produced in the same

. batch, that is after one process of cleaning and disinfection of the

-~ slaughterchain and before the next, have been received arid accepted

by the competent authority;

18



(d) “whena post-slaughter test }:,IVCb a posmvc result all bovine, ovme and .
. eaprme materlal produced in the same batch after the last process of
' _'clc.nnmg dlltl dlsmlccllon ol the sl: mghlcrchtun is dcstroycd in ‘

accordancc W|th Artrcle4 - Sl S -

2.; , | With respect to products referred to in Annex 11 Wl‘llCh may be 1mported into ‘
the (,ommunlty, thrrd countrles may authonse as an alternatrve to the removal of
spcuhcd risk matcrrals thc appllcatlon of a post-slaughter test ‘which has been
approvcd in accordance wrth this Decrsron, provrded that at Ieast the conditions set

out in parar,raph I are met.

Article 7

1. To ensure that thls Decrsron is applled correctly, Member States shall carry out
. frequent ofﬁcral controls partlcularly in slaughterhouses, cuttlng plants ammal waste |
: processmg, plants hlgh risk | processmg plants or premrses referred to in Artrcle 7 of :

' "I)lrcctrvc ‘)()/()()7/! EC, pomts of sale (o the consumer and storag,c tacllltlcs and shall

<

takc mcasurcs to avmd contamlnatlon

2. - Member States shall set up a system to ensure and check that: - -
(a) - wherc derot,atrons have been Erantcd in accordance with Article 3 (’3).
for the removal of specrﬁed rlsk materlals at establlshments other than
.slaughterhouses those materlals are completely separated from other'
waste, are-collected separately, and are destroyed in accordance with

Article 4, : _' o \ T U .
. (b) spcuhcd risk nmtcrmls lor whtch dcr();,atmns have been ;Dranlcd in

.accordancc w1th Artlclc 5 (2) and (3) are exclusrvcly uscd for the

authorlscd purposc
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(©) where hve bovme ovine or caprine ammals or1gmat1n5 from Member .

States or thlrd eountnes in whleh muve cases of BSE have oeeum,d are

recuv«.d hy Mcember blales in which no native cases' of BSE have - -

occurred in accordance with Arlicle 12 (3), those animals remain under
official supervision until their slaughter or ﬁntil»,dispatch from their

territory.

~ Article 8

N Without prejudice to Article 5 (2) and (3), the lmport into the Lommumty of
specified risk material shall be prohlblted after 30 June 1998.

2. In order to be imported into the Community after 30 June 1998, products of
animal origin listed in A_nnexAll] which contain material derived from bovine, ovine or
caprinc animals pf()dllecd'aller 30 '.Junc 1998 and are intended for human fqed or

-' animal l'ccd_ must be accompanied by the- appropriate -certificate, as required ‘byA

Community legislatien, suﬁplemented by a declaration signed by the competent -

authority of the country of production, WOrded as follows:

"The product does not contain, and is not derived from, speciﬁed risk .
material, as defined in Commission Decision [98/- -V-/EC]; which was-
produced aﬂe_r 30 June 1998 or mechanically recovered meat obtained
from the vertebral (_:olunin'pf bovine, ovine or caprine animals after 30

June 1998."

or,

"The product contains, or is derived fi'om, material produced after 30
June 1998 of bovine, ovine or eapﬁne animals which were tested and

found negative for the presence of BSE using a test which was approved

in éccordance with Commission Decision [98/- - -/EC]".
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Article 9 -

Member States may ke further precautionary action in relation to animals slaughtered

=

on their own territory.

~
) Article 10
1. Member States or thrrd countries may apply for derogatrons from the provrsrons
of thrs I)ecrsron in the llght of their epldemrologrcal status with respect to TSES
2. Mcmbcr Qtatek; or third counlricq wishing to .upply for dcrogalions zls:rcl"c:rre(i o

~

in paragraph | shall submit tothe Commission hclorc 1 Iuly 1998 an appllcalmn
logclhu W|lh supporlmg documcnts lor rccogmtron ol thur cpldcmlologlcal sldlUb :
wnlh respect o TSE 5 complled in ar least one oi the official languages ot the .
(ommunlty, in accordance wrth the provisions la1d down in Annex [.

3. - Without prejudice to Articles 11 and 12 (1), Member States-which suhmit an

: applrcallon in accordance. w1th paragraph 2 shall not be oblrged to apply thrs Dec1sron

| to ammals whrch were born on and have never left their terrltory, or to ammals bom or

" reared on the lcrrrtory ol another country whrch has hkewrsc submltted an appllcatlon -

in accorddncc wrlh pdmgrdph 2

T Without prcindicc'lo Articlc 11 (2) and Article 12-(2) and (3) third countrics
which submrt an applrcatron in accordance with paragraph 2 shall not be- oblrged to”

apply /\rtrcle 8

5. The. Commrssron shall commumcate to the Member States, within the
framework of the Standmg Vetennary Commrttee the names of the Member States or

thrrd counlrrcs whrch havc apphed for derogatrons as referred to.in paragraph 1.

>
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- Article 11

l. The conditions which are to apply o Mcmbe_r States and third countrics
which have submitted an application in accordance with Article 10 shall be laid down
by decision taken in accordance with the procedure laid down in Article 18 of Directive
89/662/FEC after consultation of the appropriate Scientific Cqmmitfee and if necessary

‘after Community inspections. .

2. . The Commission shall take a Decision in accordance with paragraph 1 before

1 January 1999. Where such-a Decision is not taken, the provnslons of Articles 2 and

3 and, as appropriate, Article 8 (2) shall dpply

Article 12

1. Notwithsfanding Articles 10 and 11, Member States in which native cases of
BSI have oecurred shall ensure that from 1 July 1998 at the latest or, where the first
.nauve case of BSE occurs after 31 May ]998 no later than one month after official
- confirmation thereof, the brains, eyes spinal cord and distal ileum of bovine ammals
aged over 12 months are removed in accordance with the, conditions laid down in
Article 3 (1) and (2) I'rmﬁ animals which died or were slaughtered on their territory

and arc destroyed in accordance with Article 4.

2. Ndlwilhstanding Articles 10 and 11, 'in order to be imported into the -
Community after 30 June 1998 products of animal origin listed in Annex III whlch
contain material derived from bovme animals produced after 30 June 1998 in thlrd
v coumrles in which natlve_ cases of BSE have occurred, and are intended for human
consumption or animal feed, must from '1 July 1998 at the latest, or where the first
native, case of BSE oceurs after 31 May 1998, no later than onc month aﬁcr official
confirmation thereof, be accompanied by the appropriate certificate, as required by
Community Icgislation, supplemented by a declaration signed by the competent

authority of the country of production, worded as follows:
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~ "The producl does not cont.nn and is not dcnvcd from brains, eyes,
spinal cord mtd dlstal |lcum of bovine ammals a;_,cd over 12 months as
_ rclcrrcd»to in Lommlssmn l)cus'lon [98/- - -/1C] which were oblamcd
- after 3() June 1998 or- mechamcally recovered meat obtamed trom the

vertebral column of bovme ammals after 30 June 1998 "
or,‘

"The product contains or is’~dcrivcd l"r(')mvn‘tatc‘rial produccd after 30
o~ lunc 1998 of bovine ammals whlch were tcslcd and lound ncgative (or
thc présence | ol BSE uslnp, a lcsl whlch was .npprovcd in accordancc
W|th (,ommlsslon l)cusron [98/- - —/I i)C]".
l—lowever yyhere the first natiye case of BSE occurs after 31 May 1998 the date
referred to in the declaratron may be replaced bya date no later than one month after

ofﬁc1al conﬁrmat1on thereof

3. Notwrthstandmg, Articles 10 and 11, wherc animals comm;;, from countries in
whlch native cases of BSl have occurrcd are to_be slaug,htcred after 30 June 1998 in

“he territory of Mcmhcr Sl.llcs in whlch no n.mvc cascs havc occurrcd

(a) — the Member State of destination shall ensure that'the'specil'led risk*
materials, or at least the rlsk materlals referred to in paragraph. 1, are.
removed from those ammals and destroyed in accordance with Article

4 Those ammals shall be slaughtered in slaughterhouses approved for -

that purpose by the competent authonty and at the end of the normal '

_ slaughtering process



- (b) the Member State of dispatch shal‘l'ensu}re that:

(i)

(i)

the animal health certificates are supplemented by the
following words to be entered for bovine animals in the section
“Hcalth data concerning bovine animals” of the certificate

referred to in Annex I¥ to Council Directive 97/ 12/
‘the animals listed below were born or reared (') ina
Member State or third country (') in which native cases

of BSE have occurred’; or,

(') Delete if not appfopriate .

for ovine and caprine animals at the request of the Member

State of destination, in section V “Health information™ of the
certificates referred (o in Annex E to Council Directive

91/68/LEC™:

‘the animals listed below were born or reared (') in a
Member State or third country ( I) in which native cases

. of BSE have occurredf.»

A(') Delete if not appropriate

the competent authority of the place of destination is informed
of the nature of the bovine animals, dr;, at the request of the
Member State of 'destination,'of the nature of the ovine and

caprine animals, in each consignment by means of a

shcciﬁt;zilly coded ANIMO message or by fax;

o

Z0JNoL 109,254.1997, p.1. -
* 0J No L 46, 19.2.1991, p.19. -
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©

(ii)_,.

-

« -

W

 the third country /o'f disr‘)atch‘_shall ensure that:

oy .

“ the 'approp'riate_anintal" health certiﬁ'cates are ‘supplemented by

the lollowmg, words to be entered in the approprrate sections -

‘on health mlormallon Ior bovme anlmals

- thc ammals llsted below were born or reared ( ) in a
- Member State or thlrd country ( )i m whrch natrve cases ’

i ol BSl have oeeurred’ or

('-) Delete if not ’appr'opriate :
tor ovme and caprme ammals at the request of the: Member, |

State oi destmatron

lhe ammals IISlLd bel()w were - born or. reared ( ) m a-
Member State or third wuntry ( ) m whreh natrve cases.

of BSL have oeeurred

NG Delete i-t'!npt,appropriate'

the’competent authdrity of the place of destination'is informed

of the nature of the bovme ammals or at the request of the

Member btdtc ot destmatron of the nature of the ovme -and

. .' caprme ammals m each cons1gnment by fax S

.
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Article 13

K

I.. 'This I)eusmn shall bc, wnhout pre]udlee to lhe provrsrons of Decision

96/239/1 «C and Demsron 94/474/EEC

2. l)eusmn 97/534/F C is hereby repealcd and references to that Decision shall

be eonslrued as relerenu,s to the pr(,sent Dcusmn

AN

Article 14

This Decxslon and the dec151ons referred to in Amcle 11.(1) shall be reviewed regularly
m the Iu,ht of new epldemlologlcal 1nf0rmatlon and scientific information with reg,ard
to criteria Im delcrmmmg, lhe Ievcl ot r|sk in specific regions and to the risk of

7

exposure to ISk s resullmg, Irom mlectlwty in other ammal species, age categorics, .

tissues or materials. Where necessary, this Deelslon shall be amended in accordance -

with the procedure laid down in Article 18 of :Direéti\/'e ﬁ9/662/EECaﬂer consultation

of the appropriate Scientific Committee. S

Article 15
" This Decision shall apply from 1 Apnl 1998. It does not “apply to products as
referred to in this Dec.i4sion,‘ c'ontéiriin_g dr' derived ffbrn'~speciﬁed risk materials

_produced before 1 July-1 9_98.

26
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Article 16

‘This Decision is addressed (o the Mcmbcf States.

"+ Done at Brusscls

27
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All data must be provided on an annual basis and preferably from 1980 onwards, but
at least from 1988.

Applicant States must make every effort to provrde comprehensive and consistent
information. Data which arc not provided or arc regarded as incomplete or as
unsatisfactory may have to be replau,d by worsL case ussumplmn for the purpusu. ofa
risk assessment. S :

!' [ ':I. y I! | .!" ! -.
1. Structure and dynamics of the bovine, ovine and caprine animal populati-ons

(a) absolute numbers of animals per species and breed, alive and at time of slaughter;

(b) age distributions of animals per species and breed, sex and type;

(c) age distribution of animals per species and breed, sex and type at time of -
slaughter; - :

(d) geographical drstrlbutlon of the animals by species and breeds,

(e) geographical dlstrlbutron of the animals by husbandry systems, herd sizes and -
production purposes;

(N syslcm of ldcnlrhcallon and capaulles for tracing of’ ammals

2. Animal trade

(a) imports and exports; _ :

(b) trade within the geographical area

(¢) imports of embryos and-semen;

(d) use made of imported animals, embryos or semen;

- (¢) mechanisms used by slaughterhouses to identily animals and thelr origins, as wcll
as data from these procedures

3. Animal feed

(a) domestic production of Meat and Bone Meal (MBM), and its use per species and

- husbandry system (in particularly the proportion of the domestically produced
MBM fed to bovine, ovine and caprine animals); - '

(b) imports of MBM, specifying country of origin, and its use per specres and
husbandry system (in particularly the proportlon of that MBM fed to bovmc ovine
and caprine animals);. :

(c) cxporlc,d MBM, s»pccrtym;D eountry of dcslmatron
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4. Mcat and bone_ meal (MBM) bans-

(a) complete description;.

(b) dates.of introduction; .

(¢) actual 1mplemenlat|0n pollcmz, and compllance ﬁ{.,ures
: (d) posslblhtlcs of cross-contammatlon w1th other feed.

5. Spcuhed buvmc offal (SBO) and speclﬁcd rlsk materlals (SRM) bans

(a) complcte dcscrlptmn S
- (b) dates.of introduction; :
) (c) aclual lmplcmentatlon pohung, and compllance flt,ures

6. Survcillancc of TSE,"with particula'r rcfcrcncc to BSE and scrapie :

(a) lnudencc of laboratory conhrmed cases ot BSE and scrapie;. :

" (b) age distribution, ;,eog,raphlcal distribution, and countries of origin of cases

(c) incidence of neurological disorders in whlch TSE could not be excluded on
clinical grounds in any anlmal ‘species; . .

(d) methodologies and prograrnmes of survelllance and recordmg of cllmcal cases of -
-BSE and scrapie, 1nclud1ng awareness trammg for farmers vetermarlans '
supervisory bodies-and authorities; \ :

(¢) incentives for reporting cases, compensation .md reward schemcs

(H_ I‘I]Llh()d()k)blb‘s ol laboralory conllrmallon and rccordm[, ol suspccl cases of BSE

. and scrapic; - :

(R) str.uns of BSIL and scraplc ap,ents possnbly mvolved

~ (h) existing systems or current plans lor tar;,eted active survullanu.

7. Rendering a_nd fccd processing

(a) all rendermg, and teed processmg systems used;
(b) nature of the records of rendermg and processing. ‘plants; ‘ A
- (c) quantitative and qualitative parameters of MBM and tallow productlon by each of
the processmg systems, ‘

(d) the-geographical areas from Wthh the rendered materlals ongmate
“(e) the type of raw material used;" S :

® parameters on separate processmg lmes for materlals from healthy and suspected
_ animals;

(8) transport and slora;,c systems for MBM or tced contammg MBM

8. B.SI‘ oF scraplc rclatcd cullmg
(a) cullmz, criteria; e e e
‘(b) date of mtroduclmn ()l thc cullmg schemc and ot any subsequent modlhcatlon

(c) ammals culled (dclalls as specified in point 1)
" (d) slzcs of herds in whlch amm_als were culled.
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2.

- Speuhed risk material must not be used for the manufacture of active

ol medical devices within the meaning of l)lrccllvc 93/42/1:1:C which are

©implantable mcdlcal devices W|thm the meaning of Directive 90/385/EEC and e

intended to come in direct contact with paucnts unless the use ot such S '

_material is au{hon/cd in accordance wnlh thls Decnsnon

Without prejudlce to point 1 and unless the use of specified risk materxal is -

authorlzed in accordance w:th this Decnsxon

(a)

~(b)

tallow derivatives may be used provided that they are produced

followingv an appropriate, 'documerited and validated method such as :

- lranécét_criﬁcation or hydrolysis at 'lrt_)l less lh'an 200°C for not
Iess, than 20 rrrinules under pressure (glycerol, fatty acids and
fatty acid esters production);
- saponification with NaOH. 12M:
- batch process : at not less than-95°C for not less than 3 -
hours, - | |
- - conlinuous.process : at.not less than 140°C for not less

“than 8 minutes under pressure or equivalent.;

materials of bovine, ovine or caprine orlgm whlch may be derived from
specmcd risk matenal may bc used until 30 September 1999 as
reag,enls or where (hey are only lndlrectly assoclated with the
manulaclurm&, process or dlsappcar from that manutacturm;:, procws

unless there are no adequate altematwes
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(¢) mlcslmal malcrlal ol bovmc ovine or caprme orlz,m may be used for

the producllon of sulurcs provndcd lhul

- * that raw materlal 1s sourced from countrres where there is

rehable ev1dence that no natrve cases of BSE have occurred,
- sourcing is sUbject to velerinary control and inspection.

- that raw materlal used orrg,mated from ammals certrﬁed by a

vclcrlnarlan as bcmg, fit lor human consumptlon

- B cvidence on safety of sourcing, i_ncluding health— allcStali‘ons is

rétain‘e‘d by the manufacturer and

- all rclcvanl productlon processes are carrled out 1n dceordancc

w1th legal requlrements 50 as to prov1de optlmal securrty, ,

(d) materrals of bovme ovine or caprme origin Wthh may be derrved from
o spccmc risk matcrial may be used until 3! March 2000 at the Iatest in
the productlon of medical devrces for Wthh and for so lonf, as there

are no satrsfactory alternatrves

thrc matcrmls ol bovme ovine or caprme oru,rn are used a rlsk asscssmcnt
must he pcrlormed Whl(.h uddresscs all rclcvanl aspects mcludmg, lhose in
rclauon to lhc sourcmg, ndlurc and quanlmes of ammal materlal used '
producllon procc s and condmons ol use of hmshcd dcvrces T he above
mentloned procedure shall be documented

( omphance w1th the provrsrons thls Annex must be verlﬁed in the framework

of apphcanon of thc proccdurcs lald down in Dlreetlvcs 90/385/LILC and
93/A2EEC. 7 n

Wllhoul prepudlee to /\ruclc 15, the prowslons of this Annex must apply to

mcdlcal dcvrccs mdnulaelurcd, , after 31 March l‘)‘)‘) at thc Idlcsl -
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ANNEX HI
(Producls reh,rred toin Artlcle 6 (2), Article 8 (2) and Artlcle 12 (2)

~

() “lFresh meat’, as defined by Council Directive 64/433/B1C",;

(b) ‘Minced meat’ and . ‘meat preparations’,  as defined by Council Directive
94/65/1C?, ' : :

-(c) Meat products and other products of animal orlgm as defined by Council
" Dircctive 77/99/EEC :

(d) “Milk products’, as delmed by C ounul l)lrLLlIVL 92/46/LEC”, which are destmed
for human eonsumplmn and containing gelatm or tallow;

A ‘(e) ‘Milk products’,. as,deﬁned by Council Drrectlve 92/118/EEC, which are
destined for animal consumption and containing gelatin or tallow;

~ (f) ‘Fishery products’, as defined by Council Directive 91/493/EEC’, which are
‘ destined for human consumption and containing, gelatin or tallow;

(g) ‘Egg products’, as defined by Council Directive 89/437/EEC6, which are
destined for human consumption and containing gelatin or tallow; '

(h) “Snails or frogs” legs’, as referred 1o in Council Directive 92/1 18/11:C, which are
destined I'or humun consumplion and contuining gelatin or tallow

(i) ' Rendered fats’, as referred to by Councrl Dlrectlve 92/1 18/EEC
(1) ‘Gelatin®, as rderr«,d to in Council DII’LL[IVL 92/118/EE C
(t<)' ‘Pelfood’ as referred to in Council Directivc 92/1 18/EEC'
(1) ‘Processed ammal protem as referred to in Councrl Dlrectlve 92/1 18/EEC >

(m) Bones and ‘bone products as referred to in Councﬂ Dlrectrve 92/1 18/EEC

(n) ‘Raw material for the manufacture of animal feedmgstuffs as"referred to in
Councﬂ Dlrectlve 92/1 18/EEC

0J No L 121, 29.7.1964, p. 2012/64.
'0J No L 368, 31.12.1994, p. 10.
OJ No L 26,31.1.1977, p.85.
OJ No L 268, 14.9.1992, p. 1.
. * OJNo L 268,24.9.1991, p. 15.
® OJNo L 212,22.7.1989, p. 87.
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